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Purpose of ICH E-5

e "To facilitate the registration of medicines among
ICH regions — US/EU/Japan...” (now expanded to
other countries)

e “To provide guidance on regulatory and development
strategies ..."

Extrapolate foreign clinical data and evaluate
uence of ethnic factors

ize duplication of clinical studies
dicine expeditiously to patients
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Ethnic Group-2000 APEC

Network of Pharmaceutical Regulatory Science-Joint Research Project on
Bridging Study

e Not defined by “race”, or “citizenship”

e Defined by “Drug characteristics” and “Target patient
population”

idemiology: incidence, etiology, nature course, prognosis,
nse to other medications with similar mechanism
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Working Definition of Ethnic Sensitivity
for ICH-E5

DXI=C

D : Drug Characteristics

| : Epidemiology of “Indication”
C : Clinical impact based on risk —
benefit approach

(presented in ICH5, 2000)
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(3 Thanks for your attention &
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